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1. Explanation of Material Transmitted This chapter contains the policy and procedures for
monitoring scientific project performance on National Ingtitutes of Hedlth grant awards.

2. Filing Ingructions:  Remove None
Insert: NIH Manua Chapter 4444 dated 10/01/01

PLEASE NOTE: To sgn up for emall notification of future changes, please go to the NIH Manua
Chapters LISTSERV Web page.
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A. Purpose This chapter states NIH policies and procedures for monitoring extramura research
progress by Program Officids/Project Officers. This evauation complements the fiscd and adminigrative
evauation by Grants Management Speciaists and provides aformet for the evaluation of progress on non
competing NIH grants and coopertive agreements. The standard established in this policy does not
preclude awarding units from developing additional or customized reporting information for specific
programs or mechanisms provided al e ements of the standard format are included in the process.

B. Applicability: Thispolicy isgpplicableto al NIH nor-competing progress reports. Exception:
invention reporting is not required for educationa awards (i.e., training grants, fellowships).

C. Background: Grant project performance reports are required no less than annualy by regulation (45
CFR 74.51, link provided below) and are necessary for Program Officid/Project Officer evauation of
scientific progress. Program Official/Project Officers review these reports to evauate, monitor and assess
scientific progress to ensure that funds are appropriately expended and that the commitment of additiona
fundsis supported by the reasonable expectation of continued progress on the project.

D. Policy: Grant project performance monitoring is required on an annua basis. Evauation of progress
must be made and forwarded to grants management in sufficient time to alow a continuation award to be
issued prior to the committed budget period tart date. Scientific progress of the grant must be determined
to be satisfactory by a Program Official/Project Officer before additiona funds can be awarded for
continuation of the project. Itemized below are areas that must be addressed by Program Official /Project
Officersin reviewing annua progress reports. Awarding units may establish additiona requirements.
Appendix 1 aso provides this information and source documentation.

Is progress satisfactory?

Is there achange in the scope, goals, or objectives of the project?
Isthere is a change in key personnd?

Is there evidence of scientific overlap?

Determine if there are human subject issues or concerns.
Determineif there are anima welfare issues or concerns.
Determine if an invention is being reported in the progress report.
Other issues that must be resolved before issuing an award.

O OO 000 Oo0OOo

E. Responsibilities:

Grants Management Officers are respongble for assuring that dl grant awards. conform to statutory
authority, regulations, policy directives, and adminigtrative guiddines, are within available funds; condtitute
vaid obligations for recording in the officid accounting records; include appropriate terms and conditions of
award; and, are issued prior to the committed budget period tart date.

Program Officidg Project Officers are responsible for evauating the scientific/technica progress on all
nor-competing grant progress reports on an annual bas's, and keeping the Grants Management
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Officer/Grants Management Specidist informed of concerng/changes that may impact on future funding,
require close project monitoring, or specia terms of award. If progressis satisfactory and reporting
conditions have been met, the completed monitoring report should be signed and forwarded to the Grants
Management Officer/Grants Management Specidist in sufficient time to alow a continuation award to be
issued prior to the committed budget period start date.

F. References:

1. 45 CFR 74.51(d) Uniform Adminigtrative Requirements for Awards and Subawards to Ingtitutions of
Higher Education, Hospitas, Other Nonprofit Organizations, and Commercia Organizations, and
Certain Grants and Agreements with States, Local Governments, and Indian Triba Governments --
Monitoring and Reporting Program Performance
http://Awww4.|aw.cornell.edu/cfr/45p74.ntm##45p 7451

2. 45 CFR 92.40(b)(2) Uniform Administrative Requirements for Grants and Cooperative Agreements to
State and Locad Governments -- Monitoring and reporting program performance.
http://AwwA4.law.cornel |.edu/cfr/45p92.htm#45p9240

3. NIH Grants Adminigtration Manua Part 4.1.04.604 Responsbilities of NIH Grants Administration
Staff.  http://odoerdb2.o0d.nih.gov/gmac/sources/nihgam 4 104 604.html

4. DHHS Grants Policy Directive Part 1.04 Generd HHS Responsibilities
http:/Awww.hhs.gov/grantsnet/adminis/'gpd/gpd104.htm

5. DHHS Grants Policy Directive Part 3.06 Post Award Reports and Records
http:/Awww.hhs.gov/grantsnet/adminis'gpd/gpd306.htm

6. PHS Application Kits http://grants.nih.gov/GrantsOER.htm

7. NIH Grants Policy Statement http://grants.nih.gov/grants/policy/nihgps 200V/part iia 7.htm

G. Procedures. The Grant Project Performance Monitoring Report (see Appendix 1) must be
completed by the Program Officid/Project Officer prior to additiona funds being awarded for continuation
of the project. The report should be forwarded to the Grants Management Specialist and made part of the
officid grant file. The name of the Program Officid/Project Officer evaluating the progress report and the
date of the review must be included as part of the record.

These reports may be prepared and processed electronically. The ICO module of the IMPAC 1l system
will be modified to reflect this policy.

H. Records Retention and Disposal: All records (e-mail and non-e-mail) pertaining to this chapter
must be retained and disposed of under the authority of NIH Manual 1743, "Keeping and Destroying
Records," Appendix 1, 'NIH Records Control Schedule,” Section 4000 covers NIH grants and awards
and Section 1100-G covers Advisory Councils and Committee Management. Refer to the NIH Chapter
for goecific ingtructions.

NIH e-mail messages. NIH e-mail messages (messages, including attachments, that are created on NIH
computer systems or transmitted over NIH networks) that are evidence of the activities of the agency or
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have informational value are considered Federal records. These records must be maintained in accordance
with current NIH Records Management guiddines. If necessary, back-up file cgpability should be created
for this purpose. Contact your |C Records Officer for additiona information.

All email messages are considered Government property, and, if requested for alegitimate Government
purpose, must be provided to the requestor. Employees supervisors, NIH staff conducting officid reviews
or investigations, and the Office of Inspector General may request access to or copies of the e-mal
messages.  E-mail messages must aso be provided to members of Congress or Congressiond oversight
committees if requested and are subject to Freedom of Information Act requests. Since most e-mal
systems have back-up files that are retained for sgnificant periods of time, e-mail messages and
attachments are likely to be retrievable from a back-up file after they have been ddeted from an individud's
computer. The back-up files are subject to the same requests as the original messages.

|. Management Controls:

1. Office Respongble for Reviewing Management Controls Rdlative to this Chapter: Respongibility for
monitoring compliance with this chapter resides with the Office of Policy for Extramura Research
Adminigration (OPERA), Office of Extramura Research (OER). Compliance issues will be referred to the
Director, Office of Extramurad Programs (DOEP).

2. Frequency of Review: On-going review, no less than every five years.

3. Method of Review: OPERA will use the NIH Grants Management Compliance Model (GMCM) to
maintain appropriate oversight of the use of grant progress reports. The GMCM contains afile review
component to ensure that |/C grant files are properly maintained and processed with regard to monitoring
progress performance. The GMCM will monitor these reports. Until this monitoring can be accomplished
eectronicadly using the ICO module of IMPAC Il system, the officid grant file will be documented with a
copy of the report signed and dated by the Program Officid/Project Officer. An award will not be
released until the report has been completed and issues satisfactorily addressed.

Reports of findings and recommendations resulting from GMCM reviews or other Smilar types of reviews
will beissued to assess compliance with the policy stated in this chapter. Common issues will be brought to
the Project Officers/Program Officids Forum (POPOF) for resolution and corrective action. In addition,
the DOEP will be routindy gpprized of any difficultiesin the implementation of this policy. Depending upon
the nature and the extent of problems found, if any, the Grants Management Compliance Board or the
DOEP may recommend additiond review, policy guidance and/or training of staff.

Review Reports are sent to: DDER and DOEP.
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Appendix |
Grant Project Performance Monitoring Report
Grant Number: Principal Investigator: Program Official/Project Officer: Date:
1. Isprogress satisfactory? [ Jyes [ ]no
If no, provide a brief explanation and recommendation.
http://grants.nih.gov/grants/policy/nihgps 2001/part_iia_7.htm
2. Isthereachangein the scope, goals, or objectives of the project? [ Tyes [ 1no
If yes, does this change benefit the project and isit approved? [ Tyes [ 1]no
If thereis no benefit, please provide a brief explanation.
http://grants.nih.gov/grants/policy/nihgps 2001/part_iia_5.htm
3. Isthereachangein key personnel or their level of effort? [ Tyes [ 1]no
If yes, describe the change and the impact.
http://grants.nih.gov/grants/policy/nihgps 2001/part_i_1.htm
4. Isthereevidence of scientific overlap? [ lyes [ ] no

If yes, please note details and recommendation.

http: //wwwa3.0d.nih.gov/oma/manual chapter s/grants/4519/.

5a. Arethere changes/concerns regarding human subjects research?
If there are changes or concerns, please note details.
5b. Hasthe gender/minority information been provided, and is recruitment/retention
appropriate and on schedule?
(The datafor gender and minority recruitment need to be entered in the NIH
Population Tracking System)
5c¢. For clinical trials, isthere an acceptable plan for data and safety monitoring?

http://ohrp.osophs.dhhs.gov/index.htm

[lyes [Ino []na
[ lyes [ ]no

[ lyes [ ]no

6. Arethere changes/concernsregarding animal care and use?
If yes, please note details.

http: //grants.nih.gov/grants/olaw/olaw.htm

[lyes [Ino []na

7. Inthetext of the progressreport, is an invention mentioned that is not noted on the [ lyes [ ] no
face page of the progress report?
If yes, what actions have been taken? (i.e., discuss with Pl and report invention
using | Edison Report Lite: https://dali.cc.nih.gov/erl/) (Thislink requiresa
password. Check with GMO for access.)
www.iedison.gov
http://odoer db2.0d.nih.gov/gmac/nihgps 2001/part_iia_7.htm# Toc50481188
4
http://odoer db2.0d.nih.gov/gmac/nihgps 2001/part_iia_6.htm# Toc50481186
1
Please note: Invention reporting is not required under funding agreements for
educational purposes, per 37 CFR 401.1(2)(b).
8. Arethere other issues that should be resolved prior to issuing an award? [ Jyes [ ]no
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If yes, provide details. |




